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INTRODUCTION: 
Although selective serotonin reuptake inhibitors (SSRIs) are routinely prescribed for acute stress 
disorder and early PTSD and recommended in the VA-DoD best practice guidelines, the efficacy 
of SSRIs as an early intervention for PTSD in service members returning from war-zone duty has 
still not been determined.  Consequently, this study was designed to conduct a controlled trial of 
fluoxetine as an early intervention for recently redeployed soldiers, as well as to develop 
methodologies for understanding the multiple risk factors that may predict outcome. Fluoxetine 
was selected as the psychopharmacologic agent for this study because it is well tolerated, it has a 
very favorable cost-benefit advantage as a generic drug, and the fact that it is the only SSRI with 
at least preliminary studies demonstrating its efficacy in recent-onset, war-related PTSD. Studies 
focusing on targeting chronic combat-related PTSD with SSRIs have shown mixed results with 
some small open-label studies suggesting efficacy, while two controlled trials with Vietnam 
veterans were negative. In a recent study of survivors of war violence in Europe, Israel, and 
South Africa, fluoxetine was shown to significantly reduce PTSD symptoms.  Because in all prior 
trials there is considerable variability of response to fluoxetine, we plan to examine several 
predictors of efficacy. We argue that the efficacy of SSRIs for recently redeployed soldiers at risk 
for chronic PTSD is moderated by multiple personal, deployment, and environmental factors. It is 
expected that not all subjects will respond to fluoxetine. For those that do not respond to 
fluoxetine alone, augmentation with either buspirone or buproprion will be offered based on their 
reasonable tolerability, low cost and the recent findings documenting their utility as adjunctive 
treatments for depression. 
 
BODY: 
The approval letter has been received from the Brooke Army Medical Center IRB, the regional 
IRB for the Carl R. Darnall Army Medical Center. The CRADA between TEMPVA Research 
Group, Inc. and CRDAMC has been executed.  The protocol has been approved by the Central 
Texas Veterans Health Care System IRB and the Research and Development Committee.  The 
Human Research Protection Office (HRPO) of the Office of Research Protections (ORP) U.S. 
Army Medical Research and Materiel Command (USAMRMC) Fort Detrick has given full 
approval for initiation of the study. During the last year, space to perform the study became an 
issue.  VA has donated the use of an administrative trailer (12’X52’) with sufficient office space 
to perform the study. The trailer has been completely installed, and is in full use at this time. 
Twenty-three potential participants have been presented with information regarding the study.  
Eleven signed a consent form.  Seven were excluded because they met one of the exclusion 
criteria. Three participants were enrolled and are at various stages of the protocol. Recruitment 
has been much slower than anticipated. We have addressed this by individual meetings with key 
administrators of clinical programs, grand rounds presentations to Ft. Hood mental health 
clinicians, and using flyers, approved by the BAMC IRB, which have been placed in strategic 
places on the Ft. Hood campus. The most successful strategy has been use of the flyers. We 
continue to investigate ways to make sure that the basic information regarding the project is 
available to individuals that may be appropriate for participation. 
 While some turnover of personnel has occurred because of personal reasons, two research 
assistants are present. One has a master’s degree in counseling psychology and the other has a 
Ph.D. in counseling education.  Both have considerable clinical experience, as well as some 
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research experience. They have been trained on the administration of the psychological tests 
associated with this project and have developed the casebooks used in data collection, as well as 
been trained on the use of the CRDAMC electronic medical record system.  Credentialing and 
privileging of Drs. Peggy Pazzaglia and Paul Hicks at the Carl R. Darnall Army Medical Center 
has been completed and renewed. The Boston VA team under the leadership of Dr. Brett Litz has 
been assisting in the preparation of the database for recording of the participant data. 
 The continuing review from the BAMC IRB has been approved (see Appendix). PR064845 is 
now registered in ClinicalTrials.gov, No. NCT00633685. 
 
Project Tasks: 
Task 1:  Submission of the Proposal to the IRBs 

 The proposal must be approved by both the Brooke Army Medical Center IRB and the 
Central Texas Veterans Health Care System Human Subjects Subcommittee.  

 Completed  
 
Task 2:  Recruitment and Training of Study Personnel 

 Hire two master’s prepared research assistants  
 Training on recruitment procedures and research assessments (SCID, CAPS, etc.)  
 Completed 

 
Task 3:  Preparation of Over-Encapsulated Blinded Medications for the First Phase of the Clinical 
Trial 

 Purchase of the fluoxetine and gelatin capsules from VA pharmacy suppliers 
(purchased each 3 months throughout the first 15 months of the study) 

 Over-encapsulation of fluoxetine and empty gelatin capsules by CTVHCS Pharmacy 
staff 

 Transfer of medications prepared by the CTVHCS Pharmacy directly to the Carl R. 
Darnall Medical Center Pharmacy 

 The Fluoxetine and placebo capsules have been prepared and transferred to the 
CRDAMC Pharmacy. 

 Completed 
 
Task 4:  Recruitment/Clinical Trial 

 Enrollment of a minimum 20 subjects per month for 15 months 
 Double-blind, placebo-controlled trial of fluoxetine + usual psychological care for 12 

weeks 
 Open-label extension of the fluoxetine trial for 20 weeks 
 In progress 

 
Task 4:  Data Collection and Transfer to the Boston VA National PTSD Research Center 

 Data will be stored on compact discs for storage 
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 Compact discs will be sent on a monthly basis to the National PTSD Research Center 
for database development 

 The post-doctoral fellow working with Dr. Brett Litz will maintain the database under 
the oversight of Dr. Litz 

 
Task 5:  Data Analysis at the Boston VA National PTSD Research Center 
 
KEY RESEARCH ACCOMPLISHMENTS:  Recruitment has been initiated. 

REPORTABLE OUTCOMES: Not applicable. 

CONCLUSIONS:  Not applicable. 

REFERENCES:  Not applicable. 

APPENDICES:   
Appendix A: BAMC IRB Continuing Review Approval letter, Approved Informed Consent 
Document, and HIPAA Consent Form 
Appendix B: CTVHCS IRB Continuing Review Approval letter 
Appendix C: No-Cost Extension of Award Contract 
Appendix D: Recruitment Flyer 
SUPPORTING DATA: Not applicable 







































LOCATION: between Resilience & Restoration Center (36003) and Urgent Care & Triage Clinic (36009) 

 

Irritable? 

Trouble Sleeping? 

Flashbacks? 

 Bad dreams? 

Feeling emotionally numb? 

 

The VA and the DOD are performing a clinical drug trial 

to improve treatment of PTSD. 

If you were involved in a traumatic event during OEF/OIF, 

feel you may suffer from PTSD, 

and would consider participation in this study 

call (254) 534-0370 or (254) 534-1044 for more information. 

APPROVED 
BAMC IRB Jun 30 2010 




